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DETAILED ACTION 
Response to Amendment 

The preliminary amendment filed on 2/28/2003 has been entered. 

Claims 1-85 are pending. Claims 5-58 will be examined on the merits. Claims 1-4 

and 59-85 are withdrawn from consideration. 

Election/Restriction 
Applicants' election with traverse of Group V of claim 5 in Paper No. 13 is 
acknowledged. The traversal is on the grounds that the applicant argues that specifically, claims 
7-59 and 79-85 depend directly from claim 5 and therefore should be included with Group V. 
Additionally, claim 5 recites a method that includes at least one stabilizing process. Applicants 
submit that claim 6, which recites a similar method including at least two stabilizing processes 
should also be included in Group V as a search for the method of claim 5 would overlap a search 
for the method of claim 6 and if claim 5 were found allowable, then claim 6 would also be 
allowable. 

Applicants' argument is not found persuasive because, as the Examiner explained in the 
Restriction Requirement (Paper No.8), Inventions' VII and VIII are unrelated to Invention V 
because these two groups are drawn to a composition whereas Invention V is drawn to a method. 
Thus, independent claim 5, newly amended dependent claims 6, 7, 9-21, 23-37, 39-40, 42,44, and 
47-58 and original dependent claims 8, 22, 38, 41, 43, 45-46 are presented for examination on 
the merits (i.e. claims 5-58 are presented for examination on the merits). 
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The restriction requirement is still deemed proper and is therefore made final. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims and 
distinctly claiming the subject matter which the applicant regards as his invent.on. 

Claims 5-58 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 5 and 6 recite the phrase "reducing the temperature of said preparation." No 
objective criterion is provided in the specification or ciaim to apprise one of skill in the art of the 
meaning "reducing the temperature of said preparation." There is no definition of "reducing the 
temperature of said preparation" in the claims or specification to apprise one of skill in the art 
with an unambiguous meaning of the claimed invention-e.g., there is no temperature step 
preceding this step. Accordingly the metes and bounds of mis phrase are no. clearly delineated. 

All other claims depend directly or indirectly from rejected claims and are, therefore, also 
rejected under U.S.C. 112, second paragraph for the reasons set forth above. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 

application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 5-58 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-59 of copending 
Application No. 09/960,704. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because applicants' two methods are drawn a similar method 
of sterilizing a preparation of one or more digestive enzymes (e.g., glycosidases) that is sensitive 
to radiation said method comprising: (i) applying to said preparation of one or more digestive 
enzymes (e.g., glycosidases) at least one stabilizing process selected from the group consisting of 
(a) reducing the residual solvent content of said preparation of one or more digestive enzymes, 
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(b) reducing the temperature of said preparation of one or more digestive enzymes, and (c) 
adding at least one stabilizer to said preparation of one or more digestive enzymes; and (ii) 
irradiating said preparation of one or more digestive enzymes with a suitable radiation at an 
effective rate for a time effective to sterilize said preparation of one or more digestive enzymes, 
wherein said at least one stabilizing process (i.e or at least two stabilizing processes also claimed) 
and the rates of irradiation are together effective to protect said preparation of one or more 
digestive enzymes from said radiation. 

This is a provisional obviousness-type double patenting rejection because the conflicting 

claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 
the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

the SSy the applicant for patent, except that an international application filed under me treaty 
dXd in section 35 1(a) shall have the effect under this subsection of a nat 10 nal application published 

only if the international application designating the United States was pubhshed under 

he apptcanfC patent, except that a patent shall not be deemed filed in the United States for the purposes 
JtoSSSntaed on the filing of an international application filed under the treaty defined in section 
351(a). 



Claims 5, 8, 9-15, 33-39, 42, 45-46, 48-49 and 53-54 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Kent (US 6,171,549). 
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Applicant claims sterilizing a preparation of one or more digestive enzymes that are 
sensitive to radiation said method comprising: (i) applying to said preparation of one or more 
digestive enzymes wherein the preparation contains at least one biological contaminant or 
pathogen at least one stabilizing process selected from the group consisting of (a) reducing the 
residual solvent content of said preparation of one or more digestive enzymes (i.e. reduced by the 
method of claim 24), (b) reducing the temperature of said preparation of one or more digestive 
enzymes (?), and (c) adding at least one stabilizer to said preparation of one or more digestive 
enzymes; and (ii) irradiating said preparation of one or more digestive enzymes with a suitable 
radiation at an effective rate for a time effective to sterilize said preparation of one or more 
digestive enzymes, wherein said at least one stabilizing process (i.e or at least two stabilizing 
processes claimed in claim 6) and the rates of irradiation are together effective to protect said 
preparation of one or more digestive enzymes from said radiation. Furthermore, the preparation 
of one or more digestive enzymes is maintained in a low oxygen atmosphere, atmosphere 
containing at least one noble gas, in a vacuum, and wherein at least one sensitizer is added to said 
preparation of one or more digestive enzymes prior to step of irradiating said preparation of one 

or more digestive enzymes. 

Kent anticipates the claimed invention by describing a sterilizing a preparation of a blood 
product (please note, blood inherently contains one or more digestive enzymes as evidence by 
US 6248547, see, e.g., column 1 lines 22-25) that is sensitive to radiation said method 
comprising: (i) applying to said preparation of a blood product wherein the preparation contains 
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at le as, one biologic* — or pathogen at leas, one stabilizing process sc.ec.ed from the 
eroup cor.is.ing of (a) reducing ore residua. solvent conten. (i.e. M of said preparation of a 
blood product (i.e. reduced by ft. method examp.ed in example 1), (b) reducing ft. .emperatitre 
of said preparation of ablood product, and (c) adding a, .east one stebilizer (i.e. Citrate 
Phosphate Dextrose (CPD) to said preparation of a blood product; and (ii) irradiating said 
reparation of a blood product with a suitab.e radiation (i.e. gamma radiation) a. an effective rate 
for a time effective .0 s,erilize said preparation of a blood product, wherein said a, leas, one 
stabilizing process and the ra.e of Nation are .ogefter effective to pro.ee. said preparation of a 
Hood product from said radiation. Therefore, tire reference is deemed to anticipate the claimed 
participation, (see, e.g., abstract, claims 1-19, especially claims 1 , 5, 6, 9, and ,7, arrd example 1) 

Claim Rejections -35USC§103 

. „f i« t t Q r 1 1 0Va) which forms the basis for all 
The following is a quotation of 35 U.S.U 1U3W wmui 

obviousness rejections set forth in this Office action: 

(a)A patentma y notbe obtained though the ^^^^Z^^ 
Section 102 of this title, if the differences 2^*J e time £ Mention was made 

negatived by the manner in which the invention was made. 



Claims 5-58 are 



rejected under 35 U.S.C. 103(a) as being unpatentable over Kent (US 



6,171,549). 
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The Kent reference is relied upon for the reasons discussed above. Kent does not 
expressly teach including within its method of sterilizing the preparation of a blood product the 
step of at least one sensitizer being added to said preparation of one or more digestive enzymes 
prior to step of irradiating said preparation of one or more enzymes nor certain other claimed 

conventional working conditions. 

However, Kent does beneficially teach a sensitizer is a substance that selectively targets 
viral, mold, fungal, bacterial etc. (see, e.g., abstract, column 1 lines 54-64). 

It would have been obvious to modify Kent's method of sterilizing the preparation of a 
blood product to include therein an additional step of adding at least one sensitizer thereto as 
reasonably suggested by column 1 lines 54-64. Furthermore based upon the overall beneficial 
teachings provided by Kent, the result-effective adjustment of other claimed conventional 
working conditions therein (e.g. maintaining in a low oxygen atmosphere, using an atmosphere 
containing at least one noble gas, utilizing two commonly employed stabilizing processes, the 
rates and times of irradiation, different types of irradiation, different modes of conducting 
irradiation such as below or above ambient temperature, below freezing point, below the eutectic 
point), is deemed merely a matter of judicious selection and routine optimization which is well 
within the purview of the skilled artisan. Furthermore, the art-recognizes functional or 
mechanical equivalency of a claimed compound/element with that of the prior art 
compound/element provides a prima facie case of obviousness for the skilled artisan to 
interchangeably substitute one equivalent for the other (see, e.g. MPEP 2144.06) within method 
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of sterilizing a blood product (e.g. residual solvent substitution, stabilizer substitution and 
radiation substitution). In addition please note the selection of any order of performing process 
steps (eg. utilizing two commonly employed stabilizing processes) \s prima facie obvious in the 
absence of new or unexpected results, (see, e.g., E* parte Rubin, 128 USPQ 440, 1959, and In re 
Burhans, 154 F.2d 690, 69 USPQ 330-CCPA 1946) MPEP 2144.04). 

Accordingly, the invention as a whole is prima facie obvious to one of ordinary skill in 
the art at the time the invention was made, especially in the absence of evidence to the contrary. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Randall Winston whose telephone number is (703) 305-0404. Any inquiry 
of a general nature or relating to the status of this application should be directed to the Group 
1600 receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent 
Examiner, Brenda Brumback whose telephone number is (703) 306-3220. 
row 
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